
me&g b& 1 would like to submit my ccimments. Please ‘a@$t this letter 8s @fop 
comment on the proposed new @olicy. ‘while I strongly support the FDA’s efforts ,to 
increase regulation of reprocesars 

I 1 
of si&e use medical devices, 1 do not believe the new 

, 

the LA T&es and F&es Magazine describe acruel patient injuries. I also believe that 
many infixtioris are under-reported due to insticiem patient tracking and that many 
injuries due to device failure are under-reported due to legal liability concerns. 

Although many’reprocessors claim that reprocessing has been going on for twenty years, 2. r~,~~,,.~~ad“ #qm*?cypp@y- .. +the fwt is that this was with respect to reusable devices and opened but unused single use 
devices. ki today’s cost cutting environment, it is proper to look at all possible areas to 
save money, but reprocessing complex, plastic, single used devices such as biopsy ‘. 
forceps, sphincterotomes, elecnophysiology catheters and angioplasty catheters is simply 
not a safe avenue to pursue until these reprocessed devices receive FDA approval for 
reuse. 

. 

This praotice also poses many ethical quetions. There is no medical benefit to the” ’ 
.pacient, a&& it is my undersrand@g, that the patient does not receive 
costs, It is also my understanding that patients are not told that used 
will be used on them. Without such knowledg 
healthcare professional, I want to speak out on 



PubIicly &; $%& & ;l&&&..n ,be, de”qFi-ti&-<w.&~j 

i.,;.i’ .i, , _ . . . . .._. 

will rec+e eye? less regulatory oversight t 
biopsy forceps are Class’1 kXernH d&ices 6.nd willlikely be deemed l&k.‘&& d&viCes, 
despite studies by manufacturers showing that many reprocessed biopsy fdr&&?$WS” -,-., ., 
hospital shelves are cont&nixutted with drug resistant bacteria. .Irnportakl$~~@$$‘~~~ , 
forceps are critical devices which break the mucosal barrier when s~pl&s aie taken and;“ 

I thus, can easily pass bacteria remaining on the ,.., ~~~~,~~,..~~~~~~~ciins pati& -.” ._ ?‘. f”.’ :-..x _“ ‘. .., “,.I’., ; j __ .“.. ,. _ ,,./i. ..a, .; --.““. .*. e;. .,. . ,; 
R~~cessors of single we detiees claim fo bve<the eqti-pent ‘+a expertise~~~~~~~ .,, : :, .;/: .;,;,. .‘X 

to ‘prOperly” reprocess used single use devices. They are, tiref&, ] %the 
eyes of healthcare worlceg and patients. In addition, reprocessing a Sigli tie C$~&GT 

,_” ,:. “; .‘Z r ‘!., t .\; 

reuse changes the device irmto a reusable &tic?. Au@@gly,’ re@ce&%s .shoqt be 
_, ;-.+A (^*“II ..,..,.,,. ,;. ‘ 

regulated in the same manner as original .equipmek ma&&i%&& &“~t&&ihn& 
FDA regulations for reusable devices. To create a new regulatory policy wastes valuable . 
FDA resources and delays regulatory enforcement purting, thus patients uhn&es&ri.ly ar 
risk for an undetwined period of time. ., < * _:. . 
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